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Objectives

At the end of the session, participants will be able to:

Develop a QA program for the testing performed
Monitor the performance of point of care tests
Assure appropriate training of clinical staff

Utilize various tools to monitor and assess quality

3 @ JOHNS HOPKINS

HHHHHHHH



Johns Hopkins Medicine

JHCP Hagerstown

. ohns Hopkins
JHCP Westminster @, JWhite MF;rsh

- o o
s S
' Johns Hopkins
) Green Spring Station '?‘f’i
\
J.-"
~
J

JHCP Fulton @ $joward
County

ohns Hopkins
\ J Odentgn

o7

Johns Hopkins
Bethesda

JHCP Downtown Bethesda————/ ' "

> JHCP Balm
[P

A @ Hospitals
Cowtyg @ Health Care & Surgery Centers
- L @ Johns Hopkins Community Physicians K 4 &JU}EN.ES.; I"IRP:I‘E[NS


Presenter
Presentation Notes
JHM operates six academic and community hospitals. 
The Johns Hopkins Hospital- 1,059 beds and Johns Hopkins Bayview Medical Center - 545
Howard County General Hospital – 267 beds
Sibley Memorial Hospital – 318 beds
Suburban Hospital – 229 beds
All Children's Hospital – Named a top 50 children’s hospital by U.S. New and & World Report- 259 beds
Johns Hopkins Community Physicians – 39+ sites, 400+ providers (primary and specialty care)



List of Current POCT

« ACT-LR, ACT Plus

o Specific Gravity

e Creatinine

 INR

 Hgb

 Urine HCG

e Urinalysis

« HBAlC

e Glucose, whole blood
e (2 Saturation

pH

Strep A

Rapid HIV 1/2 Antibody
Rapid HCV

Urine Drug Screen

PPM (Fern, KOH,
Sperm-Qual, Postcoital
mucus, Urine Sediment

Tear Osmolality

Fecal Occult Blood
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Importance of POCT

mpact on Patient Centered Care
Potential for faster patient treatment

npatient and Outpatient Testing

Enhance achievement of national quality
benchmarks

Connectivity — data analysis, quality
oversight, standardization/harmonization

| |
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Ongoing Monitoring

Mock inspections and intracycle monitors
— Follow regulatory body checklist

Enroll in a CLIA approved Proficiency Testing
Program

Perform semi-annual patient correlations

Hopkins Event Reporting Online (HERO) - submit lab
Issues and other patient safety concerns

Safety Officers program/CUSP

— Safety officers are engaged in the unit practices.
Safety Officers include nurses, medical assistants,
unit managers, providers
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Ongoing Monitoring

Schedule internal audits or inspections to each unit

— Inspect all storage areas where POC supplies are
kept

— Look for open and expiration dates on all POC
containers and/or test kit/devices

Observe testing and sample collection techniques
Review all quality control and patient documents
Inspect devices/instruments

Interact with testing personnel on a regular basis
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Presenter
Presentation Notes
Look for QC liquid on device surfaces
Ensure  that back up batteries are charging
Ensure that docking stations are properly plugged in and charging devices
Interacting with testing personnel is invaluable as you create bonds and trust with staff. They will learn to share issues with you in real time maybe before error occur instead of you managing a crisis where an error has already occurred. 



Ongoing Monitoring

e Host a monthly meeting with the major lab vendors
such as Quest, Lab Corp and Johns Hopkins Medicall
Lab

— Review cancellation reports
e Trends in cancel reasons
e Education
e Supplies
e Courier schedules
 New Test Codes
 New Specimen Collection Devices
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Developing a QA Program

v'"Waived

v'"Moderate Complexity

v Provider Performed Microscopy
v"High Complexity
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CLIA Expectations - Walved

Enroll in the CLIA program;
Pay applicable certificate fees biennially
Follow manufacturers' test instructions

Allow CLIA inspections
» Collect information on waived tests;
* Determine if a laboratory is testing outside their certificate
* Investigate an alleged complaint

« Determine if the performance of such tests poses a situation of
Immediate jeopardy

http://www.cms.gov/Regulations-and-Guidance/Legislation/CLIA/Certificate_of -Waiver_Laboratory Project.html
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READY?
Sel?
TEST!

PATIENT TESTING
IS IMPORTANT.

Get the right results.

http://wwwn.cdc.gov/clia/Resources/WaivedTests/
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Presenter
Presentation Notes
CLIA requires that waived tests must be simple and have a low risk for an incorrect result. However, this does not mean waived tests are completely error-proof. 
This booklet describes recommended practices for physicians, nurses, medical assistants, pharmacists, and others who perform patient testing under a CLIA Certificate of Waiver. �


CLIA Expectations — PPM &
Moderate Complex

 Moderate
— Same as waived criteria
— Documented competency and training
— Documented highest level of education

« PPM — only providers can perform
— CAP, TJC and COLA - specific standards to follow

— PT not required, alternative assessment allowed,
at least twice per year

http://wwwn.cdc.gov/clia/Resources/PPMP/pdf/15 258020-A Stang PPMP Booklet FINAL.pdf
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Presenter
Presentation Notes
PPM – CAP specifically requires all testing personnel to follow 6 elements of competency including DO and initial training.  TJC does not have the same specificity and many programs are using online training/competency programs for PPM. MTS through the University of Washington Department of laboratory medicine

http://wwwn.cdc.gov/clia/Resources/PPMP/pdf/15_258020-A_Stang_PPMP_Booklet_FINAL.pdf

PROVIDER-

actices

A Focus OW __

http://wwwn.cdc.gov/clla/Resources/PPMP




Ambulatory QA Plan

Detalls from an Ambulatory Laboratory
QA Plan

15 (&) JOHNS HOPKINS
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Presentation Notes
All ambulatory sites will be visited on rotating  basis. �Established QA will rotate to 39+ of the POC once every 6 months for inspections
New ambulatory sites will be set on a schedule for visits based on the complexity of the testing and needs of the site. 
Projected that they’ll get monthly visits at first as we establish relationships.
Likely to be every other month visits once QA is set.


Staff Training and Competency
Ambulatory

 New Hire training during orientation

 Annual competency checklists and/or computer
based training (CBT)

e Quiz

e QC performance at least once a year

« 2 of the 6 key CLIA elements — Waived
6 key CLIA elements — Moderate

e Technical, supervisory and testing personnel
requirements

*Key Is engaging testing personnel
16 (&) JOHNSHOPKINS
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Vendor support/ training
Ambulatory

 Utilizing Vendor Reps for support in training

e Vendor reps are brought into sites to perform
on site training with our competency checklist

* Vendor reps have a great report with sites
and reach out several times a year for
support
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Presenter
Presentation Notes
This example was for ambulatory sites. Unit inside a hospital would be better off going through your POCC  staff and having training performed in your  training room instead of on the patient care units. 


Proficiency Testing
Ambulatory

« Example of failed proficiency leading to investigation
of POC device

— Corrective action plan — repeat sample, vendor
representative training with competency checklist, correlation
samples, Technical service rep download data and evaluate

— As a result of failed QA specimens, we isolated one Afinion,
the device that we use to measure HBA1c, needed to be
replaced

« HBAlc, Hgb, Strep A, pH, fecal occult blood, glucose
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Quality Control Testing
Ambulatory

 Documenting internal and external controls
* Follow manufacturers instructions in package inserts
o State and Federal guidelines

o External QC materials often made by company that
does not make test kits

 |QCP and risk assessment
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Example of EMR
documentation

POCT hCG, Urine, Qualitative

Fange Fwiks ago
~~ POC HCG, Urine Megative Positive
~~ POC QC Performed? Yes

Fesulting Aoency

 Internal QC documented with each POC test entered into patient chart
o Example is from manual test entry where interface is not in place
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Example of Paper Logs

ih:- hns Hopkins Community Physicians

SITE
QuickVue One Step hCG Urine Pregnancy Test Control Log
External Controls are done with Each New Lot 2 and Each New Shipment
POSITIVE CONTROL: | NEGATIVE CONTROL: Paoblems
:PD 3:' :_"'\-.—Eﬁ:l L N ]
Eit Lot Eit Expiration | 1 542 Lot & Plhinit
Date Number Data Exp Date: Exp Date: SIGNATURE Eciowt
ES
DATE PROELEM ACTIONE

Actican inclode bt are oot Bmited fox re-fesiing the specimen with 2 new i win

a kit from a sew bon; mming 2 sew Jot moember; foforming momager




Example of Paper Logs

gi:- hn: Hopkins Community Physicians

SIIE

QuickVue One Step hCG Urine Pregnancy Test Control Log
External Controls are done with Each New Lot 2 and Each New Shipment

Eit Lot

Mumber

Eit Expiration
Dat=

POEITIVE CONTEOL:

NEGATIVE CONTE.CL:

P05 {(MEE)
Lot = Lat=:
Exp Dats: Exp Date:

SIGNATIIRE

ProblemsT
M)
) ¥

bckcw*®

DATE

FROGLEM

ACTICONS

Actices inclode bl ane oot Bmited doc ne-festing the specimen with 2 pew b wming a B from a new hom; ming 2 oow Jod oember; soforming mamager



Presenter
Presentation Notes
Encourage and train clinical testing staff to document an repeat QC or issues with Testing on QC logs


Semiannual Lab Inspections

Ambulatory

Checklist based on CAP, TJC and

COLA guidelines to include:

Point of care areas
Phlebotomy areas

Specimen collection containers
Centrifuges and microscopes
QC logs for every POCT
Tracking logs

Refrigerator logs

Eyewash logs

Testing supplies in date and
marked opened

Availability of procedures
(printed or intranet)

Competency
Checklists/Computer Based
Training Modules

Lab environment
Record retention
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Correlations
Ambulatory

.« INR

- HBAlc

e Hgb

« Chol 2
. AST/ALT :
e Chem38 )

CoaguChek XS INR Correlation
Correlation Coefficent=.96
Slope=0.912

Intercept=0.285

24
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Hospital QA Plan

Detalls from a Hospital POC QA Plan
Moderate Complex

Provider Performed Microscopy

June 29, 2016 25
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Site Visits
Hospital

e Some units are visited twice per week
e \Walved testing once per month

o Opportunities for improvement easily
identified and addressed with frequent
site/unit visits

e Establish relationship with testing
personnel
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Patient Correlations
Hospital

o Same analyte with different methodologies
e Same analyte at different sites

e Same analyte with different instruments

« At least once every six months

o Opportunities to identify meters that don’t
correlate
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Patient Tracer
Hospital

e Periodic
 Randomly selected patient care areas

e Trace from test result on the POC meter
to the patient record (EMR)

o Opportunity to identify clerical or
systematic errors
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Environmental Rounds
Hospital

e Conducted by Health, Safety and
Environment Department

e Twice a year
« Unannounced

o Opportunity to identify compliance issues for
Institution, local, state or federal regulations

o Corrective action plans are submitted to
DHMH

HHHHHHHH
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Mock CAP Surveys
Hospital

e College of American Pathologists, CAP
Standards

e Continuous Quality Improvement (CQI) Office
recruits system wide staff volunteers to
conduct Mock Surveys

e Corrective Action Plans are submitted to CQI
for documentation purposes

o Opportunity to identify and correct issues
before CAP inspection

HHHHHHHH
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Quality Control Review
Hospital

 Monthly review

« Some manual via paper logs

e Some electronic via interface

e Opportunity to identify system trends

e Future: looking at middleware solution
for electronic entry and monitoring of all
manual POCT
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PPM — Provider Performed
Microscopy

CLIA Sec. 493.1365 Standard; PPM testing
personnel responsibllities.

* Online competency assessment modules
completed semi-annually
http://medtraining.org/

e Utilized by providers who bill for PPM tests
complete these modules L
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http://medtraining.org/

PPM — Provider Performed
Microscopy

* Providers, including mid-level providers
complete modules

e Initial training
* Annual training once every 6 months
e MTS — reports for completion

 Abllity to assign modules for only those
tests performed

HHHHHHHH
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Presentation Notes
Our modules
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ldentifying QA Opportunities
Ambulatory Sites

e Quality assurance opportunities can be
identified by monitoring reports or
through other tracked and trended
ISsues

* Develop a corrective action plan for
deficits identified

* Monitor the process post-corrective
action implementation
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Future Growth
Hospital Program

*» Standardized interface platform for Point of Care tests
across 5 Hospitals and Ambulatory sites
» Will allow for quality indicators across the enterprise

+»» Standardized electronic medical record
» Primary care and specialty care access

*» Standardized laboratory information system
» Harmonized test panels

*» Standardized testing platforms
» Chemistry and Hematology lines
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Summary

A comprehensive Quality Assurance Program
Includes:
— Continuous Quality Improvement

— Staff training and ongoing competency
assessment

— Monitoring program specific to the test(s)
performed

— Ongoing gquality assurance assessments with
appropriate corrective plans and interventions
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Questions

Jeanne Mumford, MT(ASCP)
Pathology Manager |, Point of Care Testing

Johns Hopkins Medicine
Imumfor3@jhmi.edu
Johns Hopkins Hospital
1620 McElderry Road
Reed Hall Suite 309
Baltimore, MD 21205

443-287-8543
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